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REMARKS 

Reconsideration of the above-identified application in view of the amendments 
above and the remarks following is respectfully requested. 

Claims 1-18, 20, 25-45, 47 and 52-54 remain in the Application. Claims 19, 
21-24, 46, 48-51 and 55-110 have been canceled. Claims 55, 57-59, 61, 81, 82, 83, 
85-87, 89, 109 and 110 have been rejected under 35 U.S.C 102. Claims 1-20, 25-45, 
47, 52-54, 62, 63, 65-69, 80, 90, 91, 93-107, 108 have been rejected under 35 U.S.C. 
103. 

Amendments to the Claims 

Claims 55, 57-59, 61-63, 65-83, 85-87, 89-91, 93-110 have been canceled, 
without prejudice. 

35 U.S.C. 102(b) rejections: Taylor et al (US 5,090,903) 

Claims 55, 57-59, 61, 81-83, 85-87, 89, 109 and 1 10 have been rejected under 
35 U.S.C. 102(b) as being anticipated by Taylor et al (US 5,090,903). Applicant 
respectfully traverses this rejection. However, cancellation of claims 55, 57-59, 61, 
81-83, 85-87, 89, 109 and 1 10 has rendered the rejection moot. 

35 U.S.C. 103(a) rejections: Taylor et al in view of Sakuma et al (US 5,584,688) 

Claims 1-3, 18, 20, 25-30, 45, 47, 52-54, 62, 63, 65, 66, 90, 91, 93, 94 have 
been rejected under 35 USC 103(a) as being unpatentable over Taylor el al in view of 
Sakuma et al (US 5,584,688). Applicant respectfully traverses this rejection. However, 
cancellation of claims 62, 63, 65, 66, 90, 91, 93, 94 has rendered rejection of these 
claims moot. 

With regards to the rejection of claims 1-3, 18, 20, 25-30, 45, 47 and 52-54, 
Taylor et al teach "The inner chamber 21 can thus be sized to accommodate a 
predetermined prescribed dosage of fluid for dispensing progressively into the mouth 
during waking hours. In this regard, the placement of holes 31 and 32 in the upper 
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peripheral edge portions of walls 24 and 26 respectively insures that only the 
measured dosage of liquid within the inner chamber 21 is dispensed during waking 
hours and that liquid within chambers 22 and 23 is reserved for future use as 
described in more detail below" (column 4, lines 38-47). However, the "inner 
chamber" taught by Taylor et al cannot be compared to the "reservoir" of the claims 
before the Examiner since the "inner chamber" is not part of a device or method 
containing also "an electronic drug release mechanism" of claims 1 and 28 and a 
"power source" of claims 27 and 54. Taylor et al fails to teach "An oral device for 
controlled drug release, comprising: a reservoir containing a drug; an electronic 
drug release mechanism, for providing said controlled drug release; and an oral 
anchoring element, for configuring the oral device for insertion to an oral cavity of a 
subject, wherein said oral anchoring element is a dental implement, selected from the 
group consisting of a dental bridge, partial dentures, full dentures, braces, a molar 
band, a night guard, and a mouth guard* as described in claim 1, "The device of 
claim 1, wherein said device is adapted to be permanently inserted in the oral cavity 
of the subject, and said device further includes a removable component, which houses 
at least one of said drug reservoir and said power source, said removable component 
being accessible without an invasive procedure" as in claim 27, "A method of 
controlled drug release, comprising: providing an oral device for controlled drug 
release, which comprises: a reservoir containing a drug; an electronic drug release 
mechanism, for providing said controlled drug release; and an oral anchoring 
element, for configuring the oral device for insertion to an oral cavity of a subject, 
wherein said oral anchoring element is a dental implement, selected from the group 
consisting of a dental bridge, partial dentures, full dentures, braces, a molar band, a 
night guard, and a mouth guard; and inserting said oral device to the oral cavity of a 
subject" as in claim 28, and "The method of claim 28, wherein said device is adapted 
to be permanently inserted in the oral cavity of the subject, and said device further 
includes a removable component, which houses at least one of said drug reservoir and 
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said power source, said removable component being accessible without an invasive 
procedure" as in claim 54. 

Respectfully, Taylor et al teaches "a dental bridge 11 that embodies principles 
of the present invention in a preferred form" (Column 3, lines 31-33). However, the 
"dental bridge" taught by Taylor et al cannot be compared to the "dental bridge" of 
the claims before the Examiner since the "dental bridge" is not part of a device or 
method containing also "an electronic drug release mechanism" of claims 1 and 28 
and a "power source", of claims 27 and 54. Taylor et al fails to teach "An oral device 
for controlled drug release, comprising: a reservoir containing a drug; an electronic 
drug release mechanism, for providing said controlled drug release; and an oral 
anchoring element, for configuring the oral device for insertion to an oral cavity of a 
subject, wherein said oral anchoring element is a dental implement, selected from the 
group consisting of a dental bridge, partial dentures, full dentures, braces, a molar 
band, a night guard, and a mouth guard" as described in claim 1, "The device of 
claim 1, wherein said device is adapted to be permanently inserted in the oral cavity 
of the subject, and said device further includes a removable component, which houses 
at least one of said drug reservoir and said power source, said removable component 
being accessible without an invasive procedure" as in claim 27, "A method of 
controlled drug release, comprising: providing an oral device for controlled drug 
release, which comprises: a reservoir containing a drug; an electronic drug release 
mechanism, for providing said controlled drug release; and an oral anchoring 
element, for configuring the oral device for insertion to an oral cavity of a subject, 
wherein said oral anchoring element is a dental implement, selected from the group 
consisting of a dental bridge, partial dentures, full dentures, braces, a molar band, a 
night guard, and a mouth guard; and inserting said oral device to the oral cavity of a 
subject" as in claim 28, and "The method of claim 28, wherein said device is adapted 
to be permanently inserted in the oral cavity of the subject, and said device further 
includes a removable component, which houses at least one of said drug reservoir and 
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said power source, said removable component being accessible without an invasive 
procedure" as in claim 54. 

Respectfully, Sakuma et al teach a medicine injection device, "wherein said 
medicine container is provided with a micro pump", Sakuma et al "further includes a 
replenishment passage extending from an exterior of said artificial crown to said 
medicine container", Sakuma et al fails to teach a device and method that "further 
includes a removable component, which houses at least one of said drug reservoir and 
said power source, said removable component being accessible without an invasive 
procedure", as described in claims 27 and 54. 

Respectfully, Sakuma et al teaches that "A rate of administration of the 
medicine 10 to the patient is controlled depending on the number of medicine 
passages 4 and a size thereof and a diameter of the insertion section 3b of the 
medicine container" (column 6, lines 41-44). Sakuma et al fail to teach a medicine 
injection device containing a "said electronic drug release mechanism further 
includes: electronic drug release mechanism" of claims 2, 3, 29 and 30. Moreover, 
Sakuma et al fails to teach "a control unit, for controlling said controlled release; an 
electromechanical release mechanism, which opens to allow the release of said drug, 
responsive to commands from said control unit; and a power source, for powering 
said control unit and electromechanical release mechanism" of claims 2 and 29. 
Furthermore, Sakuma et al fails to teach a "control unit is selected from the group 
consisting of a dedicated electronic circuitry, a processor, an ASIC, and a 
microcomputer" of claims 3 and 30 

Respectfully, Sakuma et al fails to teach a medicine injection device including 
"a timing device" of claims 4 and 3 1 . 

Respectfully, Sakuma et al fails to teach a medicine injection device including 
"controlled drug release in a manner selected from the group consisting of release in 
accordance with a preprogrammed schedule, release at a controlled rate, delayed 
release, pulsatile release, chronotherapeutic release, closed-loop release, responsive 
to a sensor's input, release on demand from a personal extracorporeal system, release 
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in accordance with a schedule specified by a personal extracorporeal system, release 
on demand from a monitoring center, via a personal extracorporeal system, and 
release in accordance with a schedule specified by a monitoring center, via a 
personal extracorporeal system", of claims 18 and 45. 

Respectfully, Sakuma et al fails to teach a medicine injection device releasing 
drugs "in nano-size particles", of claims 20 and 47. 

In summary of the above argumentation, Sakuma et al fails to teach an 
electronic drug release mechanism, which is a component of independent claims 1 and 
28 of the instant application. 

Since the cited art, separately or in combination, does not teach all the 
limitations of the claims, Applicant does not believe that the claims are unpatentable. 



35 U.S.C. 103(a) rejections: Sakuma et al in view of Taylor et al in further view 

of Child (US 4,252,525) 

Claims 17, 44, 80 and 108 have been rejected under 35 USC 103(a) as being 
unpatentable over Taylor/Sakuma in further view of Child (US 4,252,525). Applicant 
respectfully traverses this rejection. However, cancellation of claims 80 and 108 has 
rendered rejection of these claims moot. 

With regards to the rejection of claims 17 and 44, Child teaches the use of 
"wires" which function as "electrodes causing bactericidal silver ions to be released 
to the bone tissue and skin tissue approximate the implant" (column 7, lines 10-15) in 
a "dental implant" (title of patent). Respectfully, the use of "drug-transfer component 
for increased drug transfer through a biological barrier, by a process selected from 
the group consisting of iontophoresis, electroosmosis, electrophoresis, 
electroporation, sonophoresis, and ablation" of claims 1 7 and 44 in oral devices that 
are not implantable (such as the devices of the claims and taught in the present 
application) would not have been obvious to one of ordinary skill in the art at the time 
the present invention was made. The requirements, design, materials, principle of 
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operation and function of "drug-transfer component for increased drug transfer 
through a biological barrier, by a process selected from the group consisting of 
iontophoresis, electroosmosis, electrophoresis, electroporation, sonophoresis, and 
ablation" on a non-implantable oral device, such as the devices of the claims are 
different from the requirements, design, materials, principle of operation and function 
of "electrodes causing bactericidal silver ions to be released to the bone tissue and 
skin tissue approximate the implant" on a dental implant, i.e., a device that is inserted 
or grafted within jaw bone, such as the apparatus taught by Child. As an example for 
the above argumentation, the "electrodes causing bactericidal silver ions to be 
released to the bone tissue and skin tissue approximate the implant" that are 
embedded into a dental implant that is grafted permanently in jaw bone, i.e., for which 
the environmental conditions are quite stable over time, should be designed and 
manufactured in a certain manner to serve a certain purpose (release of bactericidal 
silver ions). However, processes selected from the group consisting of iontophoresis, 
electroosmosis, electrophoresis, electroporation, sonophoresis, and ablation that are 
implemented in an oral appliance configured to be exposed to the oral cavity are 
subject to differing environmental conditions, such as degree of temperature, chemical 
substances, presence of food/beverages, masticatory and muscular (tongue, lips) forces 
and serve a different purpose in the present application than in Child (increased drug 
transfer through a biological barrier). Moreover, Child teaches "bactericidal silver 
ions to be released to the bone tissue and skin tissue" (column 7, lines 12-13), i.e., a 
decomposition process of the wires. Therefore, Child do not constitute prior art for 
"iontophoresis", as the principle of iontophoresis is based on mobility of ionized 
drugs by an electrical field induced by electrodes. 

Since the cited art, separately or in combination, does not teach all the 
limitations of the claims, Applicant does not believe that the claims are unpatentable. 
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35 U.S.C. 103(a) rejections: Taylor et al in view of Sakuma et al further in view 
of Pfeiler et al (US 5.558,640) and Voviazis et al (US Patent Application US 

2004/0147906) 

Claims 4-16, 31-43, 67-79 and 95-107 have been rejected under 35 USC 
103(a) as being unpatentable over Taylor/Sakuma, in view of Pfeiler et al (US 
5,558,640) and Voyiazis et al (US 2004/0147906). Applicant respectfully traverses 
this rejection. However, cancellation of claims 67-79 and 95-107 has rendered 
rejection of these claims moot. 

With regards to the rejection of claims 4-16 and 31-43, Pfeiler et al teach the 
use an "implantable infusion apparatus" and Voyiazis et al an "oral implant". 
Respectfully, the use of telemetry and sensor controls in oral devices that are not 
implantable (such as the devices of the claims and taught in the present application) 
would not have been obvious to one of ordinary skill in the art at the time the present 
invention was made. The requirements, design, materials, principle of operation and 
function of telemetry and sensor controls over a non-implantable oral device, such as 
the present device are different from the requirements, design, materials, principle of 
operation and function of telemetry and sensor controls over an implantable device, 
i.e., a device that is inserted or grafted within a surrounding living tissue and is 
protected from the oral cavity by the gums and the like, such as the apparatus taught 
by Pfeiler et al and Voyiazis et al. 

As an example for the above argumentation, the sensor and telemetry units 
that are embedded into a device that is grafted permanently in a living tissue and is 
protected from the oral cavity by the gums and the like, i.e., for which the 
environmental conditions are quite stable over time, should be designed, 
manufactured and programmed in a certain manner. However, sensor and telemetry 
units that are part of an oral appliance that is exposed to the oral cavity are subject to 
differing environmental conditions, such as degree of temperature, chemical 
substances, presence of food/beverages, masticatory and muscular (tongue, lips) 
forces, microorganism flora. As an example, in dentistry there is a clear distinction 
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between oral appliances (which are exposed to the environment of the oral cavity) and 
dental implants (which are permanently grafted in the oral tissue and are protected 
from the oral cavity by the gums and the like). The devices of the claims are in this 
respect similar to an oral appliance. Therefore, Pfeiler et al and Voyiazis et al do not 
constitute prior art rendering sensing and telemetry features. 

Since the cited art, separately or in combination, does not teach all the 
limitations of the claims, Applicant does not believe that the claims are unpatentable. 

Paragraph 5 of the Office Action 

In paragraph 5 of the Office Action it is stated that the limitation of claims 20 
and 47 that of "nano-size particles" is taught by any reference since any particle can be 
measured in nanometers. Although Applicant agrees that any particle can be measured 
in nanometers, the meaning of "nano-size particles" in the art and as used in Claims 20 
and 47 refer particles having a size in the order of magnitudes of nanometers. 
Specifically, expressing the size of such "nano-size particles" in larger units such as 
micrometers or millimeters necessitates the use of decimal fractions. Moreover, in the 
pharmaceutical industry nano-sized particles are not defined as objects, the dimension 
of which is measured in nanometers, but as drug particles manufactured by wet 
chemical processes, media milling, high pressure homogenization, gas-phase synthesis, 
and form-in-place processes and the like, to enhance drug permeability and 
bioavailability. 
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In view of the above amendments and remarks it is respectfully submitted that 
claims 1-18, 20, 25-45, 47, 52-54 are now in condition for allowance. A notice of 
allowance is respectfully solicited. 



Respectfully submitted, 

Martin D. Moynihan 
Registration No. 40,338 



Date: August 20, 2007 



EncL: 

Petition for Extension (1 Month) 



